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The present invention relates to a pharmaceutical composition containing as active ingredient 3-[2-(dimethyl- 
amino)ethyl]-N-methyl-iH-indole-5-methanesulphonamid8, in particular a composition for oral administration. 

3-[2-(d^methy1amino)ethyi]-^^n1ethyl-1H-^ndole-5-methanesulphona^ which may be rdpresentad by the for- 
mula (1) 



and its physiologically acceptable salts and solvates are disclosed in UK Patent Specification No. 2162622. The com- 
pound of fornujla (I) exhibits selective vasoconstrictor activity and is useful In the treatment of migraine. 

Oral administration constitutes the generally prelen-ed route lor administration of pharmaceuticals since this route 
is particularly convenient and acceptable to patients. Unfortunately oral compositions may be associated with certain 
disadvantages in the treatment of conditions associated with cephalic pain. For example, such conditions, particularly 
migraine are associated with gastrointestinal dysfunction in the form of delayed gastric emptying. This leads to both a 
delay and an impairment of drug absorption and it is generally accepted that oral formulations of drugs for the treatment 
of such conditions should be administered in the form of a liquid preparation. Cephalalgia (1983), 3, 61-67, describes 
how absorption of drugs may be impaired in a migraine attack, and that soluble preparations of drugs used for the treat- 
ment of migraine are more easily absorbed during a migraine attack than the corresponding solid dosage. 

Numerous clinical studies have demonstrated the effectiveness of the compound of formula (I) in migraineurs. Hith- 
erto, the drug has always been administered either by parenteral injection or in the form of a dispersible tablet which is 
dispersed In drinking water prior to oral administration. This mode of oral administration was believed to minimise the 
potential problems associated with gastrointestinal dysfunction in migraineurs as discussed above. 

However, it had been found that the compound of formula (I) has a particularly unpleasant taste. When the com- 
pound of formula (I) is administered orally this unpleasant taste may exacerbate the nausea and vomiting associated 
with migraine. 

The present invention provides a particularly advantageous formulation suitable for oral administration of the com- 
pound of formula (I). 

There is thus provided according to the invention a pharmaceutical composition for oral administration comprising 
a film-coated solid dosage form including 25 to 200 mg of 3-[2-[dimethylamino)elhyl]-N-methyHHHndole-5-meth- 
anesulphonamide as active Ingredient or a pharmaceuticaJly acceptable salt or solvate thereof. 

As used herein the term litm-coated solid dosage form" means a solid core comprising the active ingredient, which 
solid core is substantially covered with a film coating. 

The compositions of the invention may comprise, for example, granules, tablets or capsules. Preferably the compo- 
sitions of the invention will comprise tablets, most preferably compressed tablets. 

There is provided in a preferred aspect of the Invention a film coated tablet comprising a tablet core containing an 
effective annount of 3-[2-{dimethylamino)elhyl]-N-methyl-1HHndole-5-methanesulphonamlde or a pharmaceutlcally 
acceptable salt or solvate thereof as active ingredient and a film coat on the tablet core. 

We have found that the unpleasant taste associated with oral administration of the impound of formula (I) is sub- 
stantially eliminated by the formulations of the present invention. The film coaling also makes the formulations easier to 
handle and reduces potentially hazardous dust formation occumng during the packaging or administration of the doig. 
Surprisingly these advantages are attained without any significant toss in the bioavailablrty of the compound of formula 
(I) when compared to aqueous solutions or dispersible tablet formulations for oral administration to migraineura Rlm- 
coated tablets according to the invention are therefore surprisingly effective in the treatment of migraine. 

It is preferred that 3-[2-(dime1hylamino)ethyl]-N-methyl-1 H-indole-5-methanesulphonamide should be employed in 
the compositions of the invention in the form of a physiologically acceptable salt Such salts Include salts of inorganic 
or organic acids such as hydrochloride, hydrobromide. sulphate, nitrate, phosphate, formate, mesylate, citrate, ben- 
zoate, fumarate. maleate, tartrate and succinate salts. Most preferably 3-[2-(dimethy!ami no) ethyl]- N-methyl-1H-indole- 
5-methanesulphonamide will be employed in the compositions of the invention in the form of its succinate (1:1) sail. 

The film coating comprises a polymer. Suitable polymers include cellutose ethers, for exanple. hydroxypropyl 
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methylceliulose, hydroxypropyl cellulose or methylcellulose, and copolymers of methacrylic acid and methyl methacr- 
ylate. 

Preferably the lilm coaling will comprise hydroxypropylmethyl cellulose. 

The total film coating solids are generally applied to the solid dosage form, for example the tablet core, in an 
anr)ount of from 2 to 5% wM. preferably from 3 to 4% wAat. based on the weight of the solid dosage Ibrm. 

The film coating may additionally conprise any pharmaceutlcally acceptable colourants or opacifiers including 
water soluble dyes, aluminium lakes of water soluble dyes and inorganic pigments such as titanium dioxide and iron 
oxide. Suitable colourants or opacifiers may comprise from S% to 65% w/W, preferably from 25 to 50% wM, based on 
the dry weight of film coating. 

The film coating may also contain one or more plastidzing agents conventionally used in polymeric film coatings, 
for example polyethylene glycol, propylene glycol, dibutyl sebecate, mineral oil, sesame oil, diethyl phthalate and triace- 
tin. Suitable plastidzing agents may comprise 1 to 40% preferably 5 to 20% w/w based on the dry weight of the film 
coating. 

In addition to the compound of formula (I) or a physiologically acceptable salt or solvate thereof, compositions of 
the invention will preferably comprise pharmaceutlcally acceptable can'iers and excipients, such as binding agents (e.g. 
pregelatinised maize starch, polyvinylpyrrolidone or hydroxypropylmetfiylcellulose); fillers (e.g. lactose, sucrose, man- 
nitol. maize starch, microcrystalline cellulose or caldum hydrogen phosphate); lubricants (e.g. stearic acid, polyethyl- 
ene glycol, nnagnesium stearate, talc or silica); cOsintegrants (e.g. potato starch, sodium starch glycdlate or 
croscarmellose sodium); or wetting agents (e.g. sodium lauryl sulphate). 

For the preparation of compositions according to the invention 3-[2-(dimethylamino)ethyll-N- methyl- 1H-indole-5- 
methanesulphonamide or a physiologically acceptable salt or solvate thereof may be blended with suitable excipients 
and. if desired, granulated. Preferably 3-[2-(dimethylamino)ethyll-N-methyl-1H-indole-Smethanesulphonamide will be 
granulated with a filler before admixture with the other excipients. Most preferably the filler employed will be lactose. 
Tablets in uncoated form may be prepared, for example, by compression of the powder blend or granulate, using a lubri- 
cant as an aid to tabletting. Compressed tablets are preferred. 

The solid dosage form is then film-coated using a suspension comprising a suitable polymer in a suitable solvent. 
The preferred solvent for the film coating components is purified water but various classes of organic solvents com- 
monly used in this art such as alcohols, ketones, ethers ard chlorinated hydrocartx}ns, for example ethanol, acetone, 
methylene chloride and the like, may also be used. The solvent does not appear in the final product. The amount of sol- 
vent may be varied according to the equipment and coating conditions used to produce an aesthetically coated tablet. 

The amount of 3-[2-(di methylamino) ethyl]- N- methyl - 1 H-indole-S-methanesulphonamide. preferably in the form of a 
physiologically acceptable salt, employed in the compositions of the invention will preferably be in the range of about 
50mg to lOOmg, expressed as the weight of free base. 

It will be appredated that the predse therapeutic dose of the active ingredient will depend on the age and condition 
of the patient and the nature of the condition to be treated and will be at the ultimate discretion of the attendant physi- 
cian. 

However, in general effective doses for the treatment of conditions associated with cephalic pain, for example acute 
treatment of migraine, will lie in the range of 10 to 500mg, preferably 20 to 300mg. most preferably 25 to 200nr)g. for 
example 50mg or lOOmg of the active ingredient per unit dose which could be administered in single or divided doses, 
for example, 1 to 4 times per day. 

The invention is further illustrated by the following non-limiting examples wherein tiie active ingredient is 3-[2- 
(dimethylamino)ethyl]-N-methyl-1 H-indole-5-methanesulphonamide (1:1) succinate. 
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Tablet cords 






Unit fbmiula (mg/tablet) 




Active ingredient/lactose granule * 


280.0 


10 


Microcrystalline Cellulose Ph Eur 


15.5 


Croscarmellose Sodium USNF 


3.0 




Magnesium Stearate Ph Eur 


1.25-1.75 




Compound of formula (1) succinate 


140.0** 


15 


Lactose Ph Eur 1 70 mesh 


140.0 




Purified v^ter Ph Eur 


qs + 



* A<nr/p ingredient/lactose granule 

+ The water does not appear in the final product. Typical range 

100-140g per kg of blend 

*" Equivalent to lOOmg free base 
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Coating Suspension 






Hydroxypropyl methylcellulose Ph Eur 
Opaspray white # 

Purified Water Ph Eur to 


10.0 
5.0 

100.0++ 



+-»■ The water does not appear in the final product. The 
maximum theoretical weight of solids applied during 
coating is 11 mg/tablet. 

# Opaspray while is a proprietary film coating suspen- 
sion, obtainable from Colorcon Ltd, UK, which contains 
hydroxypropyl methylcellulose and titanium dioxide. 



The active ingredient and lactose were mixed together and granulated by the addition of purified water. The gran- 
ules obtained after mixing were dried and passed through a screen, and the resulting granules were then nrtixed with 
the other tablet core excipienls. The mix was compressed into tablets. The tablets were then tilm coated using the ooat- 
45 ing suspension in conventional film coating equipment. 



BO 



Example 2 

The tablet cores were prepared as described in Example 1. The tablets were then film coated using the coating 
suspension given below and conventional film coating equipment. 



SB 
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Coating Suspension 




%w/w 


Opadrypink## 
Purified water Ph. Eur. to 


5.3 

100.0++ 



10 ** The water does not appear in the 

final product. The maximum theoretical 
weight of solids applied during coating is 
9mg/tablet. 

## Opadry pink is a proprietory film 
coating material, obtainable from Color- 
con Ltd, UK which contains hydroxypro- 
pyl methylceliulose, titanium dioxide, red 
iron oxide and triacetin. 



20 Claims 

Clalnns for the following Contracting States : AT, DE, DK, LU, MC, NL, PT, SE 

1 . A pharniaceutical composition for oral administration comprising a f Hm-coated solid dosage form including 25 to 
25 200mg of 3-[2-(dimethylamino)ethyl]-N-methyl-l l-i-indole-5-methanesulphonamide as active ingredient or a phar- 

maceutically acceptable salt or solvate thereof. 

2. A pharmaceutical composition as claimed in Claim 1 wherein the active ingredient is in the form of its succinate 
(1:1) salt 

30 

3. A pharmaceutical composition as claimed in Claim 1 or Claim 2 in the fbrm of a tat)let. 

4. A pharmaceutical composition as claimed in Claim 3 in the form of a compressed tatileL 

35 5. A pharmaceutical oomposHion as claimed in any one of Claims 1 to 4 wherein the film-coating comprises a poly- 
mer. 

6. A pharmaceutical composition as claimed in Claim 5 wherein the polymer is hydroxypropyl methylcellulose. 

40 7. A pharmaceutical composition as claimed in any one of Claims 1 to 6 wherein the film-coating comprises 2 to S% 
w/w based on the weight of the solid dosage fbrm. 

8. A pharmaceutical composition as claimed in any one of Claims 1 to 7 wherein the film-coating additionally com- 
prises one or more pharmaceuticalty acceptable colourants or opacifiers. 

46 

9. A pharmaceutical composition as claimed in Claim S wherein the colourants or opacifiers comprise 5 to 65% wM 
based on the dry weight of the film-coating. 

10. Apharmaceub'cal composition asclaimed in anyone of Clain^ 1 to 9 wherein the film-coating comprises a polymer 
60 and one or more pharmaceutically acceptable plastictzing agents. 

11. A pharmaceutical composition as claimed in Claim 10 wherein the plasticizing agents comprise 1 to 40% w/w 
based on the dry weight of the film-coating. 

S6 12. A film-coated tablet comprising a tablet core containing 25 to 200mg of 3-[2-(dimelhylamino)ethyl]-N-methyl-1 H- 
indole-5-methanesulphonamide as active ingredient in theform of its succinate (1:1) salt, together with one or more 
pharmaceutically acceptable carriers and excipients. and a polymeric film-coat on said tablet core. 
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1 3. A process for the preparation of a pharmaceutical composition as claimed in any one of Gaims 1 to 1 2 which com- 
prises applying a film-coating to a solid dosage form of the active ingredient by a film-coating technique. 

Claims for the following Contracting States : ES, GR 

5 

I . A process for the preparation of a pharmaceutical composition for oral administration which comprises applying a 
film-coating to a solid dosage form including 25 to 200mg of 3-{2-(dimethylamino)ethyl]-N-melhyl-1H-indole-5- 
methanesulphonamide as active ingredient or a pharmaceutically acceptable salt or solvate thereof. 

10 2. A process as claimed in Claim 1 wherein the pharmaceutical composition contains the active ingredient in the torm 
of its succinate (1 :1) salt. 

3. A process as claimed in Claim 1 or Claim 2 wherein the pharmaceutical composition in the form of a tablet 
15 4. A process as claimed in Claim 3 wherein the phamriaceutical composition is in the torm of a compressed tablet. 

5. A process as claimed in any one of Claims 1 to 4 wherein the film-coating comprises a polymer. 

6. A process as claimed in Claim 5 wherein the polymer is hydroxypropyl methylcellulose. 

7. A process as claimed In any one of Claims 1 to 6 wherein the film-coating comprises 2 to 5% w/w based on the 
weight of the solid dosage form. 

8. A process as claimed in any one of Claims 1 to 7 wherein the film-coating additbnally comprises one or more phar- 
25 maceutically acceptable colourants or opacif iers. 

9. A process as claimed in Claim 8 wherein the colourants or opacrfiers comprise 5 to 65% wM based on the dry 
weight of the lilnvcoating. 

$0 10. A process as claimed in any one of Claims 1 to 9 wherein the film-coating comprises a polymer and one or more 
phamiaceutically acceptable plastidzing agents. 

II . A process as claimed in Claim 10 wherein the plastidzing agents conprise 1 to 40% wM based on the dry weight 
of thefilnvcoat'ng. 

35 

12. A process for the preparation of a film-coated tablet which comprises applying a polymeric film-coat on a tablet core 
containing 25 to 200mg of 3-[2-(dimethylamino)ethyl]-N-methyl-1H-indole-6-methanesulphonamide as active 
ingredient In the form of its succinate (1:1) salt, together wHh one or more pharmaceutically acceptable carriers and 
excipients. 

40 

13. A pharmaceutical composition for oral administration comprising a film-coated solid dosage form including 25 to 
200mg of 3-[2-(dimethylamino)ethyl]-N-methyl-1H-indole-5-methanesulphonamide as active ingredient or a phar- 
maceutically acceptable salt or solvate thereof. 

45 14. A pharmaceutical composition as claimed in Claim 13 wherein the active ingredient is in the form of its succinate 
(1:1) saH. 

15. A pharmaceutical composition as claimed in Claim 13 or Claim 14 in the form of a tablet. 

so 16. A pharmaceutical composition as claimed in Claim 15 in the form of a compressed tablet. 

17. A pharmaceutical composition as claimed in anyone of Claims 13 to 16 wherein the film-coating comprises a pol- 
ymer. 

65 18. A pharmaceutical composition as claimed in Claim 17 wherein the polymer is hydroxypropyl nnethylcellulose. 

19. A pharmaceutical composition as claimed in any one of Claims 13 to 18 wherein the film-coating comprises 2 to 
S% w/W based on the weight of the solid dosage fbrm. 
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20. A pharmaceutical composition as claimed in any one of Claims 13 to 19 wherein the film-coaling additionally com- 
prises one or more pharmaceutlcally acceptable colourants or opacifiers. 

21. A pharmaceutical composition as claimed in Claim 20 wherein the colourants or opadfiers comprise 5 to 65% w/w 
5 based on the dry weight of the film-coating. 

22. A pharmaceutical composition as claimed in any one of Claims 1 to 21 wherein the film-coating comprises a poly- 
mer and one or more pharmaceutically acceptable plasticizing agents. 

10 23. A pharmaceutical composition as claimed In Claim 22 wherein the plasticizing agents comprise 1 to 40% w/W 
based on the dry weight of the film-coating. 

24. A film-coated tablet comprising a tablet core containing 25 to 200mg of 3-[2-(dimethylamino)ethyl]-N-methyl-1H- 
lndole-5-methanesulphonanfiide as active ingredient in the form of its succinate (1 :1} salt, together with one or more 
15 pharmaceutically acceptable carriers and excipi ants, and a polymeric film-coat on said tablet core. 

Patentanspruche 

Patentanspruche fur folgende Vertragsstaaten : AT, DE, DK, LU, MC, NL, PT, SE 

20 

I . Pharmazeutlsche Zusammensetzung zur oraien Verabreichung. unrfassend eine f ilmut^erzogene teste Arzneiform, 
die 25 bis 200 mg 3-[2-(Dimethylamino)ethyl]-N-melhyl-1H-indol-5-methansulfonamid als Wirkstoff Oder ein phar- 
mazeutisch akzeptables Salz oder Solvat davon einschlie^t. 

25 2. Pharmazeutlsche Zusammensetzung gemdG Anspruch 1 , worin der Wirkstoff in Form des Sucdnatsalzes (1 : 1) ist. 

3. Pharmazeutlsche Zusammensetzung gemaO Anspruch 1 oder 2 in Form einer Tablette. 

4. Pharmazeutlsche Zusammensetzung gemaB Anspruch 3 in Form einer verpreGten lldalette. 

30 

5. Pharmazeutlsche Zusammensetzung gemdQ einem der AnsprQche 1 bis 4. worin der FilnrtOberzug an Polymer 
umfaSt. 

6. Pharmazeutlsche Zusammensetzung gemaB An^uch 5. worin das Polymer Hydroxypropylmethylcellulose ist. 

35 

7. Pharmazeutlsche Zusammensetzung gemafJ einem der AnsprOche 1 bis 6, worin der RlmOberzug 2 bis 5 % G/G. 
bezogen auf das Gewicht der festen Arzneiform, umfafJt 

8. Pharmazeutlsche Zusammensetzung gemSB einem der Anspruche 1 bis 7, worin der FilmOberzug zusdtzlich ein 
40 Oder mehrere pharmazeutisch akzeptable Fftrbungsmittel oder Opazif ieaingsmittel umfaf3t. 

9. Pharmazeutlsche Zusammensetzung gemafl Anspruch 8, worin die Farbungsmittei oder Opazifierungsmittel 5 bis 
65 % G/G. bezogen auf das Trockengewicht des Filmoberzugs. umfassen. 

45 10. Pharmazeutlsche Zusammensetzung gemaB einem der AnsprQche 1 bis 9, worin der RlmOberzug ein Polymer und 
ein Oder mehrere pharmazeutisch akzeptable Weichmacher umlaBt. 

I I . Pharmazeutische Zusammensetzung gemdB Anspruch 10, worin die Weichmacher 1 bis 40 % G/G. bezogen auf 
das Trockengewicht des Filmuberzugs, umfassen. 



so 



65 



1 2. FilmOb^-zogene Tablette, umfassend einen Tabletlenkern, der 25 bis 200 mg 3-[2-(Dlm€thylamino)ethyl]-N-methyl- 
1H-indol-5-methansulfonamid als Wirkstoff in Form seines Sucdnatsalzes (1:1) enthalt. zusammen mit ein oder 
mehreren pharmazeutisch akzeptablen Tragern und Arzneimittelzusatzstoffen und einem polymeren RlmOberzug 
auf dem Tablettenkem. 

13. Verfahren zur Herstellung einer pharmazeutischen Zusammensetzung genial einem der Anspruche 1 bis 12, wel- 
ches das Aufbrlngen eines Filmuberzugs auf eine teste Arzneiform des Wirkstoffs durch eine Filmuberzugstechnik 
umfaBt. 
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Paientanspruche fur fdgende Veriragsstaaten : ES^ GR 

1 . Verfahren zur Herstellung einer pharmazeutischen Zusammenselzung zur oralen Verabreichung, welches das Auf- 
bringen eines FilmQberzugs auf eine teste Arzneifbrm umfaBt die 25 bis 200 mg 3-[2-(Dimethylamino)e1hyl]-N- 
methyHH-indol-S-m^hansulfonamicI als Wirkstoff Oder ein pharmazeulisch akzeptables Salz Oder Solvat davon 
einschlielU 

2. Verfahren gema3 Anspruch 1 . worin die pharmazeutische Zusammensetzung den Wirkstoff in Form seines Succi- 
na1salz6S(1:1)enthait. 

3. Verfahren gemSB Anspruch 1 oder 2, worin die pharmazeutische Zusammensetzung in Form einer Tablette ist. 

4. Verfehren gem§6 Anspruch 3, worin die pharmazeutische Zusammensetzung In Form einer verprelBten Tablette 
ist. 

5. Verfahren gemgB einem der AnsprOchee 1 bis 4, worin der FilmOberzug ein Polymer umfaSt. 

6. Veifahren gemaB Anspruch 5, worin das Polymer Hydroxypropylmelhylcellulose ist. 

7. Verfahren gemaB einem der AnsprOche 1 bis 6, worin der FilmQberzug 2 bis 5 % Q/Q, bezogen auf das Qewicht 
der festen Arzneiform, umfa^. 

8. Verfahren gemaB einem der Anspruche 1 bis 7, worin der Filmuberzug zusatzlich ein oder mehrere pharmazeu- 
lisch akzeptable Farbungsmittel oder Opazifierungsmittel umfaBt. 

9. Verfahren gemar) Anspruch 8. worin die Fdrbungsnnittel Oder Opazifierungsmittel 5 bis 65 % G/G. bezogen auf das 
Trockengewicht des FilmOberzugs, umfassen. 

10. Verfahren gemaB einem der Anspruche 1 fc>is 9. worin der Filmuberzug ein Polymer und ein oder mehrere pharma- 
zeutlsch akzeptable Weichmacher umfaBt. 

1 1 . Verfahren gemaB Anspruch 1 0, worin die Weichmacher 1 bis 40 % Q/G, bezogen auf das Trockengewicht des Film- 
Qberzugs, umfassen. 

12. Verfahren zur Herstellung einer filmOberzogenen Tablette. welches das Aufbringen eines polymeren FilmOberzugs 
aul einen Tablettenkern umfaBt, der 25 bis 200 mg 3-[2-(Dimethylamino)ethyl]-N-methyl-1 H-indol-5-methansulfon- 
amid als Wirkstoff In Fomi seines Sucdnatsalzes (1:1) enth^lt, zusammen mit ein oder mehreren pharmazeutisch 
akzeptablen Trdgem und ArzneimHtelzusatzstoffen. 

1 3. Phannazeutische Zusammensetzung zur oralen Verabreichung, umfassend eine f ilmflberzogene feste Arzneifbnn, 
die 25 bis 200 mg 3-[2-(Dimethylamino) ethyl]- N-methyl-IH-indol-S-methansuHbnamid als Wirkstoff Oder ein phar- 
mazeutisch akzeptables Salz oder Solvat davon einschlieBt. 

14. Pharmazeutische Zusammensetzung gemaB Anspruch 13, worin der Wirkstoff in Form seines Succinatsalzes 
(1:1) ist. 

15. Pharmazeutische Zusammensetzung gemaB Anspruch 13 oder 14 in Form einer Tablette. 
18. Pharmazeutische Zusammensetzung gemaB Anspruch 15 in Form einer verpreBten Tablette. 

17. Pharmazeutische Zusammensetzung gemaB einem der AnsprOche 13 bis 16, worin der RlmOberzug ein Polymer 
umfaBt. 

18. Pharmazeutische Zusammensetzung gemaB Anspruch 1 7, worin das Polymer Hydroxypropylmethylcellulose ist. 

19. Pharmazeutische Zusammensetzung gemaB einem der Anspruche 13 bis 18, worin der Filmuberzug 2 bis 5 % 
G/G. bezogen auf das Gewicht der festen Arzneiform. umfaBt. 
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20. Pharmazeutische Zusammensetzung gemdB einem der AnsprOche 13 bis 1 9. worin der RlmQberzug zusdtzlich ein 
Oder mehrere pharmazeutisch akzeplable Farbungsmittel der Opazifierungsmittel umfiaBt. 

21. Pharmazeutische Zusammensetzung gemaQ Anspruch 20, worin die Farbungsmittel oder Opazifierungsmittel 5 
5 bis 65 % G/G. bezogen auf das Trockengewichl des FilmOberzugs, umfassen. 

22. Pharmazeutische Zusammensetzung gemdf3 einem der Anspruche 1 bis 21, worin der Filmuberzug ein Polymer 
und ein oder mehrere pharmazeutisch akzeptable Weichmacher um^Bt. 

10 23. Pharmazeutische Zusammensetzung gemdB Anspruch 22. worin die Weichmacher 1 bis 40 % G/G. bezogen auf 
das Trockengewicht des RlmOberzugs, umfassen. 

24. Filmuberzogene Tablette, umfassend einen Tablettenkern, der 25 bis 200 mg 3-[2-(Dimethylamino)ethyl]-N-methyl- 
1H-indol-5-methansulfonamid als Wirkstoff in Form seines Succinatsalzes (1:1) enthait, zusammen mit ein oder 
15 mehreren pharmazeutisch akzeptablen Trggern und Arzneimittelzusatzstoffen und einen polymeren RlmQberzug 
auf dem Tablettenkern. 

Revendications 

20 Revendications pour les Etals contractants sulvants : AT, DE, DK, LU, MC, NL, PT, SE 

1 . Composition pharmaceutique destin^e k radministralion par la voie orale. comprenant une lorme de dosage solide 
enrob^e d'un lilm, qui comprend, k titre d'ingr§dien1 actif, de 25 k 200 mg de 3-[2-(dim6thylamino)§1hyl]-N-m^hyl- 
1 l+indole-5-m6thanesuKbnamide ou d*un solvate ou d'un sel pharmaceutiquement acceptable de celui-ci. 



25 



2. Composition pharmaceutique suivant la revendication 1 , caractdriste en ce que I'ingr^dient actii se prteente sous 
la forme de son sel du type succinate (1:1). 



3. Composition phamiaceutique suivant la revendication 1 ou la revendication 2. caract^is6e en ce qu'elle se pr^ 
30 sente sous la forme d'un oomprim§. 

4. Composition pharmaceutique suivant la revendication 3, caract^is^ en ce qu'elle se presente sous la forme d'un 
comprimd comprim6. 

35 5. Composition pharmaoeutk:|ue suivant Tune quek^onque des revendications 1 k 4, caract^'s^ en ce que Tenro- 
bage par un fflm comprend un polymdre. 

6. Composition pharmaceutique suivant la revendication 5. caract^ris^ en ce que le polym^re est I'hydroxypropyl- 
methylcellulose. 

40 

7. Composition pharmaceutique suivant Tune quek^onque des revendications 1 k 6, caract^is6e en ce que Tenro- 
bage par un fflm constitue de 2 a 5% p/j? sur base du poids de la forme de dosage sdide. 

8. Composition pharmaceutk:|ue suivant Tune queteonque des revendications 1 a 7, caract§risee en ce que Tenro- 
45 bage par un fflm comprend, en outre, un ou plusieurs opadfiants ou colorants pharmaceutiquement acceptables. 

9. Composition pharmaceutique suivant la revendk^ation 8, caracterisee en ce que les opacif iants ou colorants cons- 
tituent de 5 d 65% p^ sur base du poids k sec de I'enrcbage par un film. 

50 10. Composition pharmaceutk:|ue suivant Tune queteonque des revendications 1^9, caract^s6e en ce que Tenro- 
bage par un f im conprend un polymere et un ou plusieurs agents plastHlants pharmaceutiquement acceptables. 

1 1 . Composition pharmaceutique suivant la revendication 10. caract6ris6e en ce que les agents plastifiants constituent 
de 1 k 40% p/p sur base du poids k sec de I'enrobage par un film. 

55 

12. Comprim6 enrobe d'un film, comprenant un noyau de comprime contenant, a titre d'ingredient actif, de 25 a 200 
mg de 3-[2-(dim6thylamino)6thyl]-N-m6thyh1H-indote-5-m61hanesulfonamide sous la forme de son sel de type 
succinate (1 :1). en mdme temps qu'un ou plusieurs r6dpients ou v^hicules pharmaceutiquement acceptables et 
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un enrobage par un film poiym^rique sur ledit noyau de comprim^ 

13. Precede de preparation d'une composition pliannaceutique suivant I'une quelconque des revendi cations 1 a 12, 
caracterlse en ce que I'on applique un enrobage par un film sur une forme de dosage solide de Pingredient adit par 
une technique d'enrobage par un film. 

Revendlcallons pour les Etats contractants sulvants : ES, GR 

1 . Proc6dd de preparation d'une composition pharmaceutique convenant k Tadministration par la voie orale. caract^- 
risd en ce que Ton applique un enrobage par un film sur une forme de dosage solide conlenanl. k tilre dlngr^dient 
adif , de 25 a 200 mg de 3-[2-(dimethylamino)e1hyG-N-methyl-1 H-indole-S-methanesuHonamide ou d*un sohrate ou 
d'un sel pharmaceutiquement acceptable de celui-ci. 

2. ProcM6 suivant la revendication 1 , caract^ris^ en ce que la composition pharmaceutique contient Tingr^ient actif 
sous la forme de son sel du type succinate (1:1). 

3. Proc^6 suivant la revendication 1 ou la revendication 2. caract6ris6 en ce que ia composition pharmaceutique se 
pr^ente sous la forme dlJn comprim^. 

4. Procede sui^rant la revendication 3, caracterlse en ce que la composition pharmaceutique se presente sous la 
forme d'un comprim^ comprim6. 

5. Procede suivant Tune quelconque des revendicalions 1 a 4, caracterlse en ce que I'enrobage par un film comprend 
un polym^re. 

6. Proc6d6 suivant la revendication 5, caract6ris6 en ce que le pdymdre est i'hydroxypropylm6thylcellulos& 

7. Procede suivant Tune quelconque des revendicalions 1 a 6. caracterlse en ce que I'enrobage par un film oonstHue 
de 2 ^ 5% p/p sur base du poids de ia forme de dosage solide. 

8. Procede suivant Tune quelconque des revendicalions 1 k 7. caracteris6 en ce que I'enrobage par un film comprend, 
en outre, un ou plusieurs opadfiants ou colorants pharmaceutiquement acceptables. 

9. Proc6d6 suivani la revendication 8, caracterlse en ce que les opadfiants ou colorants constituent de 5 d 65% ^ 
sur base du poids a sec de Tenrobage par un film. 

1 0. Procede suivant Tune quelconque des revendicalions 1 a 9, caracterise en ce que I'enrobage par un film comprend 
un polymere et un ou plusieurs agents plastif iants pharmaceutiquement acceptables. 

11 . Procede suivant la revendication 10, caracterlse en ce que les agents plastlfiants constituent de 1 k 40% p/p sur 
base du poids k sec de Tenrobage par un film. 

12. Procede de preparation d'un comprime enrobe d'un film, caracterise en ce que Ton applique un enrobage par un 
film polymerique sur un noyau de comprime contenant, ^ litre d'ingredient actif, de 25 a 200 mg de 3-[2-(dimethy- 
lamino}ethyl]-N-methyl-1H-indole-5-methanesulfonamide sous la forme de son sel de type sucdnate (1:1), en 
mdme temps qu'un ou plusieurs recipients ou vehicules pharmaceutiquement acceptables. 

13. ComposHion pharmaceutique destinee k radmlrdstration par la voie orale. comprenant une forme de dosage solide 
enrobee d'un film, qui comprend, a litre d'ingredient actif, de 25 a 200 mg de 3-[2-(dimethylamino)ethyl]-N-me1hyl- 
1 H4ndole-5-methanesulfonamide ou d'un solvate ou d'un sel pharmaceutiquement acceptable de celui-ci. 

14. Composition pharmaceutique suivant la revendication 13, caracterisee en ce que rmgredient actif se presente sous 
la forme de son eel du type sucdnate (1 :1). 

15. Composition pharmaceutique suivant la revendication 13 ou la revendication 14, caracterisee en ce qu'elle se pre- 
sente sous la forme dun comprime. 

1 6. Composition pharmaceutique suivant la revendication 1 5, caracterisee en ce qu'elle se presente sous la forme d'un 
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comprime comprim^. 

17. Composition pharmaceulique suivant Tune quelconque des revendications 13 ^ 16, carad^risee en ce que Tenro- 
bage par un fOm comprend un polymere. 

18. Composition pharmaceutique suivant la revendication 17, caract^riade en ce que le polym^e est rhydroxypropyl- 

m^thylcellulose. 

19. Composition pharmaceulique suivant Tune quelconque des revendications 13^18. caract6rjs6e en ce que I'enro- 
bage par un flm constitue de 2 ^ 5% p^) sur base du poids de la forme de dosage sollde. 

20. Composition pharmaceulique suivant Tune quelconque des revendications 13^19, carad^ris^e en ce que Tenro- 
bage par un fflm comprend, en outre, un ou plusieurs opadfiants ou cotorants pharmaceutiquement acceptables. 

21 . Composition pharmaceutique suivant la revendication 20, caract^ris6e en ce que les opactf iants ou colorants cons- 
tituent de 5 a 65% p/p sur base du poids a sec de I'enrobage par un film. 

22. Composition pharmaceutique suivant Tune quelconque des revendications 1 a 21 , caracterlsee en ce que Tenro- 
bage par un film comprend un polymere et un ou plusieurs agents plastifiants pharmaceutiquement acceptables. 

23. Composition pharmaceutique suivant la revendication 22, caract6ris6e en ce que les agents plastifiants constHuent 
de 1 d 40% p/p sur base du poids d sec de I'enrobage par un film. 

24. Comprim6 enrobe d'un film, oomprenant un noyau de comprim6 contenant. d litre d'ingr^ient actif, de 25 k 200 
mg de 3K2-(dimethylamino)§thyl]-NHTiethyl-1H-indole-5HTiethanesulforw sous la forme de son sel de type 
succinate (1:1), en m§me temps qu'un ou plusieurs recipients ou v^icules phannaceutiquement acceptables, et 
un enrobage par un litm polymerique sur iedit noyau de comprime. 
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